BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT SKOCTI CEPIL MKAPCHE OO 3ACOBY

- Name of product / Hassa npOpYKTY
- {strengih, dosage form, package size and
ype / posysans, nikapeuka dopma, posmip
Prun ynakosx)

i THIONEX, LN
solution for injection 2 mg/ml, 2 mlin ampoules; 6 amp\m. :
blister container; 1 blister container per pack/ TIOHEKC,

postk gnn iw'eruif 2 Mr/ran, no 2 mn B amaynax;

KOHTYPHI Yapykkosilt ynakosu: no 1 KOMTYPHIN QapysKosil

Yrakosul B navyj

R\

no 6 amryn s |

substance / gioua peuosumg

Thiocolchicoside 4,0 mg / Tiokoaxikosuz, 4,0 mr

cturing country / HPETHB-BUDOBHUK

Italy / franin

MA num

SO0

ber/ Homep PIy ] UA/17110/01/01 _
wh number and size ! Homep cepii ta | 0014272
1 DOIMIpP &.196 packs/ynakosok
te of manufacture / [lara BUPOBHNILTED 03.2023

ate / Tepmin npugaraoct

03.2026

2

Name, address and license number of

manutacturing site / Hazea, afpeca Ta Homep
AUEHBIT BUROGHIuOT SinkHagi

NABOPATORIO BGAPMALEYTIKO C.T. C.P.J1. {LABORATORIO

FARMACEUTICO C.T, SR.L.), BIA JAHTE ARERL, 71

Canpemo (Imnepis), frania (VIA DANTE ALIGHIERI, 71

SANREMOQ (Im), ITALY)
Manufacturing License No. aM98/2020/ Niuensis wa
BUpOBHULTEO No. alvI93/2022

- 18038
- 18038

GMP certificate or EudraGMP  reference
numbers / GMp cepTudikar abo nocunarna
Ha EudraGmp

IT/1318/1/2022 issued on 04.07.2022/ 17/118/H/2022 Big,

04.07.2022

Appea;anc@ / Onuc

Clear  slightly yellow solution s
| visually/ Nposopuit, anerxa MOBTYBATUR DORUMM
: OINAABETLCA BiayansHo

i

examined | Complies/ Bignosigac

 Clarity / Npozopicrs

The solution should be clear in comparison with | Comnplies /
purified water/ Posumy mae Byrv riposopum y | Bianosinae
NOPIBHAHKI 3 BOAOID OUALLBHOIO |

| Appearance of solution/ Crynine
Cabapanenus

The solution should be colorless or slightly
vellow. The solution coloration should be not
more  intense than Y5/ Posuun mae Byviy |
Besbapennit aBo snerka RKOBTURL IHTRHCUBHICTS
Babapsnema posuMHy mag Byru He Binvwe Y5 |

hl'gentificati:m ‘(HPLC} /o
laenrudikauyin (BEPX)

Complies /
Bianosigae

TOBKHHA NEPeBUulyBaTH T 0,3 xBun),

Two peaks as obtained from the test and standard | Positive / Mosuruss
solutions should demonstrate the same retention |
time (respective difference should notexceed+ 0.1 |
min/ sa nikw, OTPUMEHI 3 BUNPOBOBYBAROIO T8
CTaHOAPTHOIO PO3UMHY NOBHMM] HemMoHCTPYBaTH

msxnhﬁca?mn {uv) / lagrmndikauis
v

The

|
|
TQ# camnl wac YTPHManKs (sianosiama piztuLs He !
i

standard  solution and test solution
demonstrate maximum absorption at 258 nm
and 287 nm, with broad range at 315nm |
approximately / Crawpaprtuuil  posuus Ta |
£ BunpoBosysanii

POBUNH HEMOHCTDYIOTY |

| MaKcumyv OtAvHaEHHS NpY 258 um ra 287 MM, 3

L HM

| WUPOKMM Maeuem npM BOBKUKT Npubausne 315

e/ pH

5.810 7.8/Bin 5.8 a0 7.8,

! Positive / losntnans

| Extractable vol

i

17
Not less than 2.0 mifampoule / He menrwe 2.0 | 2,00
Mn/amnyni :

]
| BUTRIIRETHOS
[ i

1.85.0 = 105.0 of labe! claim




Hinsuicne srsHauernn BEPX (3.8-4.2 mifampoule)®/ 950 - 1050 % sig |
: BAABACHOIO HA ETUKETU] :

) 23 i

{2.8-4.2 minjamnysi
. Uniformity of dosage units | Should comply with the £P / Mae signosigaty
- fpRoRianicTs SO3YBENHA pumoram £sp.Paom.
felated substances/ Cynyrai
SOMEURY
purity D/flomiwe D Not more than 0.5
&)/ Konxirosuz,
E/Nomiuka B (N- Notmore than 0.2 %/ He Ginsue

%/ He Ginswe 0.5 %. L 00

f
iea:

formyithiocolchicoside)/ (V- i
RTRYEoea EH R
e BTTIOROIKIROSH;
mpurity B/ fomiwka ¥ (10 Not more than 0.3 %./ He Binswe 0.2 %.
i demethoxycolchicoside ) /(10-
SOV TORCHROAXTKOBHI

3,1

.0

Fled nnpurities/ L Not more 0.2 %. He Ginswe 0.2 %.
TaDIKOBARE SOMILIKY

. - . . . . 10,2
LHimpurities/ Cyma 2omitior Not more than 2.0 %. He 6inbwe 2.0 %. P
]
i
sifity / Crepuastics The solution should be sterile /Pozunn nosnrer L Complies ¢
ByTy CTEPWITEHUM - Biang

Sacrerial endotoxing / | Not more than 43,74 U/ ml/ He Oinpwe 43.74 © Complies /

awreplainml SHAQTORCHHY QF/mn

Not more than 6000 particles 210 um per - 53
¢

Pariiculate matter

visible particles / Mexauiani i ampoule./He Giutsiie 5000 vacrox posmipom 210 -
rpouelunl | MKW HE amMRvAY. '
(ol MATTRY Nt inore than 600 particles sizeom 225 pn ¢ i
i ampoule JHe Binsiue 60D wacTok posmipom 225
| Mum 1#a amityny. i
Farticuiate matiern i The salution is free from visible particles /Posuun | Complies/
Cyisiile particles / Mexanir HE MICTUTD BUSNMAX YACTOK l Bipnosigae
| sxsaouennn: Bugrmi MacTk : : ;
“he hateh maets the requirements of QUM for MA Ne UA/17230/01/01/ Cepi i sumoram MK < 28

7110/01/01

by cer

Ne UA/L

in et theabove information (s authentic and accurate. This hateh of product ha

actuding padt

sheling and quality control ai the above mentioned site in full campliance

requirements of the local Regulatory Authority and with the specifications in the Marketing Authonzauen of

iy
W

importing country. The batch nrocessing, packaging and analysis records were revieweo

soliance with GMIP /7 Lint 5t NIATBERAMRYIO, L0 HABEAEHE grile irQOPMALIR & A0CTOBIDRO;
7
OBRUMDAY METAAHUNRY Y RnosHit SIANOBIAHOCTL O SUMOT GMP, sCTanonh

yRUil Gysa 8uroTos,

BHON Y SIANGBIAR0CT ai creuvpikanico so P HE nnaenapar.

M

Aigin Byrk NePErSARYT T BCTAROBARHD SIAMOBIARKICTE BUMOTAM GMP

iSaue
Qi

i by / Buagwo
rson 7 VaosHosawena 0coda Qualified Assurance Ng:

S

ied ¥

Lucia Olivieri/ .i'l\f‘-;i)?’(}'a}és’e:pi Silvia Coscia / Cinbiin KOE
y i

e
[/

Date 7 [ara 28.04.2023



HEPIKA BHA ¢y YIBA
34 H*EAPKO’I‘MKAMM YBIHHI{EIU;RFH OBJIACTY

By, /\z\wlnm-rm.u,lce oce, 7, . Binmlu.w, 21036, ren/pare: (0432) 66~()7-69,66~03-5 1,
e-mail: gi.l.&\./ﬂ.({é.qu&.gg.mm, hups:/iveg Kon &niprioy 37084828

KOH TPOJIIO

BHUCHOR OK
1po sikicry BBesenorg g Ypainy nikapeskore 3acoby
07.06.2023 Ne 28173/23/00

(Ha SMenyRamy HKapenkoro 3000y 3rigne 5 peeerp

PO3YHN g iH'exni H, 2 M/, o 2 M B
(hopma BHITYCKy, Hosy,

. HaAPYHKOR] i YHAKOBI, 110

A noesigue

H11s1M )
aMIyIn, o 6 amItysr g KOHTYpHI
BPIHH)'I, By nmcymmml .’lil(f)].)CI:K()l‘O BEIC()G_)’)

KOHTYpii TAPYHKOR] it YItarxopi g Iavyyj

Homep PeeCTparitirorg nocsinuenyy UA/171 1000 101 crpox by
05.12.2023.

ii Peectpariitiorg HOCBi e nyy

Cepis MAPCHKOrG 3acoby No 0014272 Kinskicypy BBeseroro JKapehkore 34acoby 136 yrax,
Bupo6ume

J'I/\.ISOI-’A'I"(’.)PIO <b/~\.PMAL.UfE TIKO ¢, C.PJL, Itanig
———

(HaliMenynarg BHPOGHUKY 1] kapenkor 3acoby, kpaiug HOX0KeHNg)

Beseno 5 Yxpainy Criinprre yrcpa}'nc.r.uco~icua1~101;r<e Mpuenmergo Y Gopumi TOBapHCETRY 4

o0Mesero BIUIOBI nas g 110 «CIEPKO v PATHA», i
{ Hafimenypaunyg Ta xox a3 CUPIIOY 0P H)]
ocolu - nizmpl«u.u\‘n.w, ir

WHHHOT 0cob agq pi3
Micye IPOAC B 1y PeCCTpaLiiig g HoMep oGuikopgy Rapriu nnarngg
NoxarKin a6o cepist vy HOMep laciopra)

Hporokon BI3yaniiore KouTpomo sy 07.06.2023 No 241/()/01.()2~23/.I.1.

3a pes YABTATAMY fiepyg
ACTPIMANH sV B0y

ABHOTO KOHTpOI0 BCTaHOBNCHO, 1170 1y KaPCBIUIE 3416 Byesey, B YK
SaKonONABCTRA 1m0 34

painy 3
10 abesnever gy AROCT] Jtikaper oy 3acoBig,

~Lrop KOTyIIHChKcpg

Beialn
(iniviany g URTHTES

/250 VLY
g:? 31 0.2 Wl






A6’

HEPIUIIKCIYIKBA
JAEPKABHA CJYXKBA 3 JTIKAPCHLKUX 3ACO{:§IB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ BIHHUUBLKIH OBJIACTI

BYJI. Xmeapuuupsie wocee,7, M. Binmus, 21036, (0432) 66-07-69, 66-03-51
E-mail: dls.vn@dis.zov.ua , hips:/region.dls. cov.ua Kog CIPIIOY 37084828

BHUCHOBOK
TIPO SAKICTL BBE3EHOT0 B YKpaiHy JiKapcskoro 3acoby

01.11.2023 Ne 55548/23/0211

TIOHEKC

{nafiMenyBanns aikapeskoro 3acoby 3rine 3 peceTpaniitum nocsiguennam)
03U st i'ekiiil, 2 Mr/aor o 2 M B amITyni; 1o 6 aMIysa B KOHTYPHIE YapyHKoRii [AKOBILI;
s o - !
110 1 KOHTYPHIH uapynkoBiit ynaxosui s navii

POPME BUIYCKY, A03YBARNIL, BHA NAKYBARNS Alkapeokoro 3acoby
Y 3 Y

Howmep pecerpauitinoro nocsinuenns UA/17110/01/01 ¢rpok gii pecerpauifinoro nocaiuenig 05.12.2023

Cepis nixapcsioro sacoby Ne 0014269 Kinnicte nresenoro aikapeskoro sacoby 7987 yiu.
Bupobuuk JIABOPATOPIO DAPMALIEYTIKO C.T. C.PJI., Iranis
(HafiheyBanin BUpobHULA ATRapCLIOTO 3aC0DY, KpaTHA NONOJBKCHIN)
Baeseno s Yipainy Crinpie ykpaiicoro-icnanceke mimipuemerso y Gopmi TOBApUCTBA 3
obmenxenoro pianosinansricTo "CTIEPKO YKPATHA", inenr. kow:
20112362

(naisenysanns 1a ko sa CPNOY wopuwol ocoln ado npizsue. iv', 10 Gathkoni Gizuuanol
GCOBH - MEANPHEMILL T MiCIe upoxima g Ta peectpanifimii novep o0aikoBol KapTed niaTHAKY
nodatiin aGo cepis 1u noaep nacuopra)

Mpotokon sisyansrore xowrpomo sin 01.11.2023 N 466/0/01.02-23/13.

3a pesynbrataMu JepIKaBHOrO ROHTPOJIC BETAHOBACHO, IO Aikapcbkull 3aciG BseseHo a Yrpainy 3 JOTPHMAaHHAM
BUMOI 3AKOHOAABCTER 1040 3a0esneueH s akocTi nikapesiix 3aco6is.

Ipuna BJIACIOK




BATCH CERTIFICATE OF ANAL ‘XS"S OF MEDIC

r“; ‘}“V{ge'

: Namie Of;);l(){i.u.l::f.f Hussa !spo:;:;;r':; o
strength, dosage form, package size and

AL PRODUCT
APChi <{}‘ ¢ _;,% Da‘f

soiution for injection 2 mg/mi. 2 miinam wouies; 6 ampoules

g
MU

| ETen ynaxesxu)

PO3uUH ans e
KOHTYDRI vap
L ynanosw

'J;HA 2 mirfran, no 2

38U G0 T ROETYPHIE vapyhrosi

amryaax; no 8 aMnyn s

I
yoe [ acaysaHMa, nikapchka Gopma, pOIMID i blister container; 1 bilister containar per pa k/ TIOHEKC,
|
i
|
1

8 naul

AGOPAT TOPIC ¢
ARMACEUTICO C
peno {mner f?},,.‘
SANREMO fin, ¢

ddress and license num of

acturing site / Hasaa, anpeca va nomep
i pupoauao] pinerug

Pmany

i

CoiIn
A} L

eference

DMP ceprvdicar afic nocuaanns

wz‘-:t'&sf'/ Posumn sioe

nee of sxzéu ienf Cryniss
2RBNEHHE

m!cw he solut
more it

snoul
Y3/ Posuun mae
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i LF'/-
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3
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|
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: A
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII JIIKAPCHLKOI'O BACOBY

Name of product / Haspa npoxyxry
(strength, dosage form, package size
and type / mosymamms, IiKapcepKa
dbopwma, posmip i T yrakoskw)

THIONEX, solution for injection, 2 mg/ml, 2 ml in ampoule;
6 ampoules in a contour cellular packaging; 1 contour cellular
packaging in a pack with the Ukrainian labelling/
TIOHEKC, posaun st iw’ exuiif, 2 Mr/mu, 110 2 Mt B amityi;
o 6 amuyn B KOHTYPHIM wapyskopilt ymaxosmi; mo |
KOHTYpHiH 9apyHKOBilf ymaxkoBmi B Maqmi 3 MapKyBaHHAM
YKPaIHCHKO MOBOIO

Active substance / 1ixoua peuopnHa

Thiocolchicoside 4,0 mg / Tioxonxixosun 4,0 mr

Manufacturing country / paiua-
BUPOGHHUK

Italy / Iranis

MA number / Homep PII UA/17110/01/01

Batch number and size / Homep cepii | 0014550

Ta posmip 8 378 packs / yrrakosox
Date  of manufacture / Jlara | 08.2023

BUpPOOHUNTEA

Iixpiry date / Tepmin npugaTHoCTi 08.2026

Name, address and authorization
number of manufacturing site / Hassa,
anpeca Ta HomMep Jrinersii BupoGHIwaor
HUTBHEHII

LABORATORIO FARMACEUTICO C.T. S.R.L., ITALY /
JABOPATOPIO ®APMAILEYTIKO C.T. C.P.JL, Itanis /
(VIA DANTE ALIGHIERI, 71 - 18038 SANREMO (M),
ITALY) / BIA TAHTE AJIIT'E€PL, 71 - 18038 Canpemo
(Immepis), Iranis

Manufacturing Authorization No. aM93/2022/
Jinersis na BupoSrwTeo No. aM93/2022

Appearance / Onuc

Clear slightly yellowish solution is
examined visually / Ilposopuii, 3merxa
JKOBTYBATHH PO3IHH OTTISRAETHCH
BIZYAIBHO

Complies /
Bimnosinae

Tiflarity / IIpo3opicTn

The solution should be clear in comparison
with purified water / Posaqun mae 6ytu
HPO3OPHM Y  TOPIBHSHEL 3 BOAOWO
OUHIIEHOIO

Complies /
Binnmosinae

Degree of colouration /

The solution should be light yellow. The
colour intensity does not exceed that of the
GY1 reference solution/ Posuen Mae 6yru
CBITIIO SKOBTRH, Iarencusricrs
3a0apBiieHES HE HEPeBUINYe 3a6apBieHHs
eTATOHHOr0 po3auny GY1.

Complies /
Bimosinae

&}faﬂ */03 YL poo2 V%




Identification | Enenruiranin | Two peaks as obtained from the test and | Positive /
a) HPLC / BEPX standard solution should demonstrate the | Ilosurusaa
same retention time (respective difference
should not exceed + 0.1 min.) / Jpa mixy,
OTpuMani 3 BHIPoBOBYBAHOrO 1A
CTaHIAPTHOTO pozauHy TIOBUHHI
HEMOHCTPYBATH TONH caMui 9ac yTpuMaHHs
(immoBizua  pisHWIL  He  [OBHMHAA
nepesrutyearu = 0,1 x8uir).
b) The standard solution and the test solution |w—.
Tdentification/Inenradixauis. | demonstrate maximum absorption at 258 | P ositive /
(UV/IY®) nm and 287 nm, with a broad range at | [Tosurusia
approximately 315nm / Craupmaprawi
po3uMH  Ta BUIPOOOBYBaHHE  pO3UMH
JAEMOHCTPYIOTH MaKCUMyM  [OIJMHAHHH
npu 258 um Ta 287 uM, 3 IHpOXHM
IIeYeM IpH NOBXKHI mpubiu3no 315 uM
pH From 5.8t0 7.8 / Bix 5.8 n0 7.8 5,9
Extractable volume / 06’ em, Not less than 2.0 ml/ampoule / 2,00
O BHTHNACTLOSK He menme 2.0 ma/aMityid
Assay (HPLC) / Kinexicue 95.0 — 105.0 of the label claim 08,5
suzHauenns (BEPX) (3.8-4.2 ml/ampoule)® /
95.0 - 105.0 % Bix 3a9BIEHOTO BA ETHKETIN
(3,8-4,2 mi/amryni)@
Uniformity of dosage units / Should correspond to the requirements of | Complies /
Onnopinicrs jio3yBannsg the European Pharmacopoeia / Bixnosinae
Mae pignopizata Bumoram €sp.Dapm.
Related substances / Cynyrni
DOMITUKH
- Impurity D (Colchicoside) / Not more than 0.5 % / He 6insme 0.5 % 0,0
Homiutxa D / Kosxikozmg
- Impurity E (V- deacetyl-N-
formylthiocolchicoside) / Not more than 0.3 % / He 6insme 0.3 % 0,1

Hominka E (N-peanersr-N-
dopminriokomnxikosu)

- Impurity H (10~
demethoxycolchicoside) /
Homimxa H (10-
HEMETOKCHKONXIKO3HU L)
Unspecified Impurities /
Heinentudixosari mominmn
Total impurities / Cyma nominrox

Not more than 2.0 % / He 6inbure 2.(

Sterility / CrepaanmicTs

The solution should be sterile /
Posumn noBHHEEH Oy TH CTEPHITHHUAM

Binmosinae

Bacterial endotoxins /
Bakrepiansni enmoroxcman

Not more than 43.74 EU/ml /
He 6impime 43.74 QE/™n

Complies /
Bijurosinae




Particulate contamination: Not more than 6000 particles 210 pm in size | 40
Subvisible particles / per ampoule. / He Gimpme 6000 wactox
Mexaniuni Braovenns: posmipoM >10 Micm Ha ammyiy.
HEBHAHMI 9aCTKI Not more than 600 particles 225 pm in size | 0

per ampoule / He Ginsme 600 wyactox

POIMIPOM 225 MKM Ha aMITyTy.
Particulate contamination: The solution is free from visible particles / | Complies /
Visible particles / Mexauiuni Pozaun He MICTHTE BHJIMHEX JaCTOK Bimmosinae
BROTOYennsn: Bayami vacricn

The batch meets the requirements of QCM for MA No. UA/17110/01/01 / Cepist BinnoBinae
Bumoram MICH x PIT Ne UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children. /
36epirary B opurinanenii yrakosmi npu TeMneparypi He suime 25 °C. 36epirarn y HenocTynmomy
ISt piTed mic.

Conclusion: I hereby certify that the above information is authentic and accurate, This batch of
product has been manufactured, including packing/labelling and quality control at the above~
mentioned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were signed
by the responsible persons of the above-mentioned manufacturer, / UM g ninrBepmxyio, mo
Hapenena suime inopmanii e JocToBipHOIO Ta TouHOK. Llx cepist poxyKuii 6yia BUroToBIEH,
BRIOMAIONI  MAKYBAKHS, MAPKYBaHHs Ta IPOBEACHHS KOHTPONIO ii Axocti Ha sasHaweniit
BHPOOHMAIN ninsgrni y wopmilt BizmmoBimHOCT 3 BHMOTaMu GMP, BcraHoBNCHHME MicleBHM
PETYIATOPHHM OPTatioM, a TAKOX BIAIOBIAHO 10 cnerndixaui, mo MicTaThcs B peecTparifaomy
AOCHE, 3ATBCPIDKCHOMY B YKpaimi it HOCHUDKYBAHOrO JHKApEBKOro 3acoby. Ilporokonn
BUPOOHHIITBA, IAKYBAHHA T4 IPOBCICHHS AHATI3IB Oynm nepesipeni, BeraroBiIeHo BiAToBi MHiCTH
Bumoram GMP Ta mizmnwrcano simmosizamsauvm ocobamu BHPOOHMKA.

Issued by / Bugano
Qualified Person / YnoBrosaxkena oco6a:

Lucia Oliverieri/ qu'?&t Ounigeplpi
',/qﬂ '

Date / [lara: 21.%023 //
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JEPKABHA CIYIKBA 3'JIIKAPCBKI:IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKIU OBJIACTI

pos. Ceitnuaroi Hagii, 3, m.Kuig, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
PO AKICTE BBE3EHOr0 B YKpPaiHy JIKapCchKoro 3a¢o0y

15.03.2024 Ne 10673/24/10

TIOHEKC L
(naitveHyBannAa Aikapcrxoro 3acoBy SrigHo 3 pecCTPAMIIHIM NOCBITIeH D)
Po34IH 1014 iH'eKuiif, 2 MI/MII; M0 2 M B aMnyAi; o 6 aMIlya B KOHTYpHiit yapyHKoBiit
YHakoBHi; 0o 1 koHTYpHiN YapyHKoBiil ynakosui B nauni
((bopma BrIyCKY, NO3YBAHHA, BII MRKYBAHHS JHKapCEXOro 3acofy)

Homep peecrpauiitnoro nocaiguents UA/17110/01/01 erpox nii peccrpauiiinoro nocrimgenns 05.12.2024

Cepist nixapeskaro zacoby Ne 0014569 Kinpkicts BBe3eHOro ikapcrkoro sacofy 6528
Bupo6HuE _JIABOPATOPIO ®APMAIEVTIKO C.T. C.P.JL., [tamnis
{afiMerysanus BupoGHIKa Hikapeskoro 3acofy, KpalHa NIOXOKEHHEH)
Baesero B Vipaiiy Crinsne yKpaiHChKO-€CTONCEKE MANPHEMCTBO ¥ dopmi ToBAPHCTRA
3 o0Mexenow0 BianoginanLhicTo "OnriMa-dapm, JITH", inenr. kon:
21642228

(Haiimenypanns Ta kof 3a EAPIIOY ropimoi ocobi abo upissrie, iv's, 1o GaThxoBi (ididno]
ocofu - Rinnpuesus, # Micue npoxUBaHHA Ta peecTpanifinyi HoMep ofNiKOBDY KAPTKY INATHYKA
1oj1a7RiB ad0 cepit Ta HoMep nacnopra)

IIpoToxoes isyansnoro kourpemo in 15.03.2024 Ne 0447/29.

34 pesyARTATAMH JDHXABHOIG KOWTPOMO BCTAHOBNEHO, IO IJUKAPCBKME 3acid  BBedeso B Vepaigy 4
AOTPRIMAHHAM BHMOr 3aKOHOAZRCTER LIORO 3a0C3MEUEHHA AKOCT] MiKAapChKUX 3acobiE.

Bikrop CTEGKIBCHKHM

{(initiame o npizamme)
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTHOIKAT SKOCTI CEPIT JHIKAPCLKOTO 3ACOBY

Name of product / Hazsa NPOAYKTY
(strength, dosage form, package size
and type / mosypanus, Jikapchka
dopma, posmip i THII YIIAKOBKH)

THIONEX, solution for injection, 2 mg/mi,.Z mi in ampoule;
6 ampoules in a contour cellular packaging; 1 contour cellular
packaging in a pack with the Ukrainian labelling/

| TIOHEKC, po3uns s in’exnmilt, 2 Mr/mi, o 2 M » ammyni;

MO 6 aMuyl B KONTYpHiMf 9apyHKOBiif YIaKkoedi; mo- |
KOHTYpHIHl YapyHKkoBilt ymakosmi B mauni 3 MapKyBaLHIM
YKPalHCBKOKO MOBOIO

| Active substance / gioa pewosnma

Thiocolchicoside 4,0 mg / Tioxonxikosun 4,0 Mr

Manufacturing  country / kpaiua- | Italy / Irania
BHPOOHAK
MA number / Homep PII UA/17110/61/01
Batch number and size / Howmep cepii | 0014569
Ta pO3MIp 8 182 packs / ymaxonox
Date of manufacture / Hara | 08.2023
| BupobHELTREA _
Expiry date / Tepmin OPHIAATHOCTI 08.2026

Name, address and authorization
number of manufacturing site / Hazga,
azpeca Ta HoMep JINeH3ii BupoBGHIIo1
HimnHAE

.LABORATORIO FARMACEUTICO C.T. SR.L. ITALY /

JIABOPATOPIO QAPMAIIEVTIKO C.T. C.P.JL., Itanis /
(VIA DANTE ALIGHIERI, 71 - 18038 SANREMO (IM),
ITALY)/BIA JAHTE AJIT'EPL, 71 -18038 Canpemo.
(Imriepis), Itamis

Manufacturing Authorization No. aM93/2027/

Jlivensis #a BEpoBuunTEO No, aM93/2022

Appearance / Onne

Clear slightly yellowish solution is
examined visually / IIposopmit, 3merxa
KOBTYBATHH pUsdiH OrMATACTHCH
BI3YANBHO

Complies /
Binmosigae

”Clarity /I Hpo3zopiern |

‘with purified water / Poswms mae 6yt

The solution should be clear in comparison | Complies /
Bimorinae
OPO3OPHM ¥  NOpIBHAHHI 3

QYHHIEHOIO

BOOOCHD

CTAIOHHOTO posguny GY1.

' Complies /
Binmosinge

The solution should be light yellow. The
colour intensity does not exceed that of the
GY1 reference solution/ Pozumy mae Oyt
CBITIO JCOBTHIA, InrencuenicTs
3a0apBICHHA He NepeBHImye 3abapBienns

¥ G /59/07 gz'/c‘/j.ff“/"%




Identification | Inenrndixanis

Two peaks as obtained from the test and

Positive /

Homiurka E (N-meanetmi-N-
thopminTioxomxikose)

- Impurity H (10-
demethoxycolchicoside) /
Howmimxa H (10-
ACMETOKCHKOIXIKO3HT)
Unspecified Impurities /
Heinentudirosani gominizs

Total impurities / Cyma momiznioi

“Not more 0.2 % / He 6inpme 0.2 4

Notmore than 0.3 %/ He 6imsmme 0.3 % 4
4

Not'more than 2.0 % / He 6inpiie 2.0 %

a) HPLC / BEPX standard solution should demonstrate the | [TosuTupma
same retention time (respective difference
should not exceed + 0.1 min.) / Isa IiKH,
| OTpuMaHi 3 BumpoGOBYBAHOrO  TA
CTAHJAPTHOIO PO3YHHY TIOBHHHI
HCMOHCTPYBATH TOH caMmit yac yTpaMaHms
(simnosinna  pisguns He  mopMHmEa
nepesamysary = 0,1 xaum).
b) The standard solution and the test solution o
Identification/Inentadixadin | demonstrate maximum absorption at 258 | Positive/
UVYye) om and 287 nm, with a broad range at | [l03uTHBHa
approximately 315nm / Cranmaprauit
PO3YHE  Ta  BHNPOGOBYBaHMH  po3uMH:
REMOHCTPYIOTh MABKCHMYM  IIOIIMHAHHS
IpH 258 HM Ta 287 M, 3 IHPOKIM
TLICYEM XIPH NOBKMHL TpuOIIsno 315 aM
pH From 5.8t0 7.8/ Bin 5.8 mo 7.8 7.1
Extractable volume / 06’em, Not less than 2.0 ml/ampoule / 2,08
IO BHTATACTLCH He menme 2.0 ma/amnyri
Assay (HPLC) / Kinsxicne 95.0 ~ 105.0 of the label claim 99,4
ER3Havenns (BEPX) (3.8-4.2 ml/ampoule)® /
95.0~105.0 % »in 3asmnenoro ua eTHKeTIl
(3,8-4,2 M/ammyni)®
Uniformity of dosage units / Should correspond to the requirements of | Complies /
Ounwopingicrs, aosypanns the European Pharmacopoeia / Binmosinae
, Mae BizmnosizaTe BEMoram €ap.Papm.
Related substances / Cynyrai
ToMimkn
= Impurity D (Colchicoside) / 1 Not more than 0.5 % / He 6impme 0.5 % 0,0
Homimxa D / Koixixosun
- Impurity E (V- deacetyl-N- :
formylthiocolchicoside) / Notmore than 0.3 % / He 6imbme 0.3 % 0,1

Gt

Sterility / Crepansuicrs The solution should be sterile / Complies /

Pozunn nosumex Gytu CTEPHITEHEM Binnosinae
Bacterial endotoxins / Not more than 43.74 EU/ml/ Complies /
baxrepiaspai engorokcennn Bianosinae

He 6insme 43.74 QE/Mn




Particulate contamination: Not more than 6000 particles >10 uminsize | 47

Subvisible partieles / per ampoule. / He Gimpme 6000 wacrox
Mexaniuni Berogenns: posmipom >10 MKM Ha amiyiy.
HEeBHIHMI 9ACTKH Not more than 600 particles >25 pm in size | 0

per ampoule / He 6imeme 600 wacrox
Po3MipoM =25 MKM Ha aMmyy.

Particulate contamination: The solution is free from visible particles / | Complies /
Visible particles / Mexaniani Po3unn He MicTHTE BHIRMUX qacTOK | Binmosigae
BRO9eHHs: Broumi yacTxn

The batch meets the requirements of QCM for MA No. UA/17110/01/01 / Cepin Bimmosinae
sumoram MK k PIT Ne UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children. /
36epirath ; opuTiHaBHIK YTIGKOBI [IpM TeMITeparypi He Bume 25 °C. 36epiratu y HenocTynHOMY
IS miredt miciti,

Conclusion: T hereby certify that the above information is suthentic and accurate. This batch of
product has been manufactured, inchiding packing/labelling and quality control at the above-
mentjoned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications. of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were signed.
by the responsible persons of the above-mentioned manufacturer. / ITum 1 miaTBEpIXKYIO, MO
HapeneHa punle indopmaris e HOCTOBIPHOIO Ta TO9HOI0. Lq Cepist Ipomykuii 6yla BUroToRNEHA,
BIVIOHAIONN NAKYBAHHS, MADKYRAHHA TA TIPOBENEHHS KOHTIPOMIO I 4KOCTI Ha 3a3mavenii
BEPOOHAYIH Ninsmui y mosmil simmosimmocti 3 BuMoramu GMP, BeramoBneHmMH MicreRmM
PETYILITOPHEM OPrafoM, a TAKOX BiZHOBIAHO 0 crenubikanis, 0o MicTITECS B peecTpauifiHoMy
AOCEHE, 3aTBEPIKEHOMY B Yrpaimi mms JOCHDKYBAHOTO NMKapCEKOIo 3acoby. Ilpotoxoms
'BHPOOHHIITER, MAKYRAHHS T4 TIPOBCACHHA aHAanisis Oy mepepipeni, BeTanoRTEHO BiIIOBIHICTE.
samoraM GMP Ta niatmcans sianosina sHEUME ocobaMu BHpoOHUKA.

Issued by / Burano |
Qualified Person / ViiosHosaskena oco6a:
Lucia Oliveriery/ JTyg Onisep'epi

Date / Qara: 25.09.2023




HEPKABHA CJIVIKBA 3 JTIKAPCEKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KHIBCHKINA OBJIACTI
fipos. Critrwuot Haaii, 3, v Kiis, 02099, rei/diake: (044) 363-06-50
E-mail:-dis ko@dis.goviua, Kog €APHOY 37078774

BHCHOBOK
PO AKICTH BRE3€HOT0 B YKpaiHy JiKapCHKOro 3acofy
09.07.2024 Ne 33269/24/10
TIOHEKC

{sHMERYBAHHL HKAPCLROTC 32c00Y 3rigmo 3 peccrpaniiinns nocsiyeHzaM)
po3yH Qs iR eKiIif, 2 Mr/Miti Ho 2 M B AMAEYTL) 00 6 aMEYH B KOUTYpHIH 4apyHKoBI
yaxoBmi; mo 1 Kontypaiit yapynKkosii ynaxosui B naumi
(dopsra BUMTYCKY, JO3YRAHES, BHE NAKYBaHHS AiKapeykoro 3ac00Y}

Homep pecctpaniitncro nocsinsenns UA/17110/01701 crpox aif peccrpaniimoro rocsingemas 05,12.2024-
Cepix mixapesxoro sacody Ne (014589 KinnkicTs Bie3eliors fikapeskoro sacoty 3264

BrpoSmmx JIABOPATOPIO ®APMALEVTIKO C.T. CP.JL, Iraiis

(nafiMenyEanNA BRPOGHIKE Nikapohkore 33000y, Kpalna NOXKEHILT)

Beseno 8 Vrpainy CrigbHe yKpaiHEsK0-eCTOHCBKE Hiqnpuemerso y popmi
TOBAPHCTBA 3 00MeKeH010 BimnoBiga buicrio "Ouriva-Dapm,
ST, ipewnt, kon: 21642228 o _
{uafimerysanms ta ko 32 CAPTIOY sopuzmusoi 0c06H aGdnpizmmg,.iM'n, e GaTbKoR!
Disnanol ocobr - nignpres, { Micne RPOXUBaKAA Ta Peectpaniiinud nomep ofaikosol
KapTRH NATHAKA TOLATKIB. abe cepin i nimep nacnopray

[paroxoes sizyansnore koxrpouo sin 04.07.2024 Ne 1907/24.

3 pESynbTATIMI  ZEPWABHOTO. KOHIPONIO BCTAHOBACHO, N0 HiKapcbimii 34Ci0° peseno B Vepalny 3
JOTPHUMAHHSIM BuMOT 38K0H0LABCTRA (G710 3aDC30EUEHHS SKOCH NIKAPEEKHX 3ac061E;
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTU®DIKAT SIKOCTI CEPII JIKAPCHKOI'O 3ACOBY

Name of product / Hassa npogyxrty
(strength, dosage form, package size
and type / mnosyBamms, JiKapchKa
dopwma, po3mMip 1 THI YIAKOBKE)

THIONEX, solution for injection, 2 mg/ml, 2 ml in ampoule;
6 ampoules in a contour cellular packaging; 1 contour cellular
packaging in a pack with the Ukrainian labelling/
TIOHEKC, po3yun 11 i1’ exitil, 2 Mr/MIL, 10 2 MJI B aMITy i,
0 6 amimyna B KOHTYpHiM dapymkoBilf ymaxosui; mo 1
KOHTYpHIl 9apyHxoBif ymaxoBui B IHayHi 3 MapKyBaHHAM
YKPATHCEKOIO MOBOKO

Active substance / aifo9a peToBuHA

Thiocolchicoside 4,0 mg / Tioxonxixozug 4,0 Mr

Manufacturing country / xpaiua-
BUPOOHHK

Ttaly / Iranis

MA number / Homep PI1 UA/17110/01/01

Batch number and size / Homep cepii | 0014589

T2 po3Mip 8 381 packs/ 8 381 ymaxosox
Date of manufacture / Jara | 09.2023

BEPOOHHITBA

Expiry date / Tepmin nproataocTi 09.2026

Name, address and authorization
number of manufacturing site/ Hazpa,
ajypeca Ta HoMep JiinieH3il BupoOHI401
i

LABORATORIO FARMACEUTICO C.T. SR.L,ITALY/
JABOPATOPIO ®APMALEYTIKO C.T. C.P.JL., Iramia /
(VIA DANTE ALIGHIER], 71 - 18038 SANREMO (IM),
ITALY) / BIA JAHTE AJII'EP], 71 - 18038 Canpemo
(Immrepis), Irania

Manufacturing Authorization No. aM93/2022/
Jlinensis ga supobuuuteo No. aM93/2022

Appearance / Onue

Clear
examined visually / Ilposopmit, 3merxa
JKOBTYBaTHH
BI3yaNBHO

slightly yellowish solution is | Complies/

Bixnosizae

jojeicicizach O HacThCH

Clarity / TIposopicth

The solution should be clear in comparison
with purified water / Po3gun Mac Oytn
NposopuM Y TOPIBHSHHI 3 BOHOIO
QUHIICHOIO

Complies /
Binnopinae

Degree of colouration /
Crynigs 3a6apeieHEs

The solution should be light yellow. The
colour intensity does not exceed that of the
GY1 reference solution/ Pozura Mae 6y1u
CBITIO SKOBTHH. larencusuicTs
3a0apBleHHs He ISPEBHIIYE 320apBICHHS
eTanoHHOTO pozunny GY1.

Complies /
Binmopinae

-
Ly ay #3070




Identification | InenTadixanis | Two peaks as obtained from the test and | Positive /
a) HPLC / BEPX standard solution should demonstrate the | IlozuTusHa
same retention time (respective difference
should not exceed £ 0.1 min.) / [lpa mixm,
orpuMani 3  BHIpPODOBYBaHOro  Ta
CTAHNAPTHOIO PO3UMHY HOBMHHI
JEMOHCTPYBATH TOH caMuil 9ac yIpUMaHHT
(signosigEa  pispmms  He  TOBHHHA
nepepunrysati + 0,1 xBun).
b) The standard solution and the test solution
Identification/Inesrugikanis | demonstrate maximum absorption at 258 Positive /
(UV/Y®D) nm and 287 nm, with a broad range at Hosurnema
approximately 315nm / Crannapraui
po3uMH Ta BHIPOOOBYBaHMH PO3YHH
IEMOHCTPYIOTH MAaKCHMYM IIOrJMHAHHI
npu 258 BM Ta 287 mM, 3 IIUPOKUM
rIredeM npu HoBxuHi mpubmm3Ho 315 HM
pH From 5.8t0 7.8 / Bin 5.8 no 7.8 6,5
Extractable volume / O6’em, Not less than 2.0 ml/ampoule / 2,04
HIO BATATAECTLCS He merme 2.0 mur/amryni
Assay (HPLC) / Kinpxicue 95.0 — 105.0 of the label claim 101,8
smnadenns (BEPX) (3.8-4.2 ml/ampoule)® /
95.0 — 105.0 % Bin 3asBNEHOTO HA ETHKETII
(3,8-4,2 m/avmyni)®
Uniformity of dosage units / Should correspond to the requirements of | Complies /
OpuopingicTs X03yBanHs the European Pharmacopoeia / Bimnosinae
Mae pigmosigaTy BuMoram €ep.Dapm.
Related substances / Cymyrai
JOMIIIKH
- Impurity D (Colchicoside) / Not more than 0.5 % / He 6imsmre 0.5 % 0,0
Jominma D / Komxixozuz
- Impurity E (V- deacetyl-N-
formylthiocolchicoside) / Not more than 0.3 % / He Gimstme 0.3 % 0,1

Tomimxa E (N-neanetuin-N-
dopminTioKoIXiKo3H )

- Impurity H (10-
demethoxycolchicoside) /
JHomimxa H (10-
JIEMETOKCUKOIXIKO3U)
Unspecified Impurities /
Heinertudikopani TOMINIKI
Total impurities / Cyma ToMimox

Not more 0.2 % / He 6imsie 0.2 i

Not more than 2.0 % / He Ginsiue A

Sterility / CreprannicTs

The solution should be sterile /
Pozyun nosuHeH OyTH CTEPUIBHUM

Binmosinae

Bacterial endotoxins /
BaxTepiaabHi eHAOTOKCHHA

Wot more than 43.74 EU/ml /
He Ginpime 43.74 OE/mn

Complies /
Binnosinae




Particulate contamination: Not more than 6000 particles >10 pm insize | 19
Subvisible particles / per ampoule. / He 6insme 6000 wacrox
MexagiyHi BRIIOYECHHR! po3mipom >10 MKM Ha aMIIyIy.
HEBHOUMI JACTKH Not more than 600 particles 225 pm in size | 0

per ampoule / He Ginpme 600 wactox

pO3MIpOM 225 MKM Ha aMILyJy.
Particulate contamination: The solution is free from visible particles / | Complies /
Visible particles / Mexamiuni | Po3uns ne MICTHTb BUIMMHUX JaCTOK Binnoginae
BRIN0YEHBA: BaguMi 9acTKH

The batch meets the requirements of QCM for MA No. UA/17110/01/01 / Cepia sinmosinae
Bumoram MEST x PIT Ne UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children. /
36epiraTi B OpHriHATEHIH yraxoBmi Ipy TeMuepatypi He sume 25 °C. 36epiraTn y HEOCTYIIHOMY
Iuis miTedt MicHi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were signed
by the responsible persons of the above-mentioned manufacturer. / IluM g TIOTBEPMKYIO, MIO
HaBezeHa BUIIE indopMaris € focToBIpHOK Ta TouHo0. Ll cepit npoxykuii 6yna BUTOTOBJIEHE,
BITIOYAKOYY TAKYBAHES, MAPKYBAHHSA Ta [POBEJCHHA KOHTPOMO Ii sKOCTI Ha 3a3HaucHil
BUpOGHMYiN ninsHmi y MOBHIM BITOBIAHOCTI 3 BUMOraMH GMP, BCTaHOBIEHUMH MiCHEBHM
PEryIITOPREEM OPrasoM, a TAKOXK BiHOBINHO 10 cremupixanii, mo MICTATHCH B peecTpanifHoMy
NOCEE, 3aTBEpIKCHOMY B VKpaiHi s HOCHIDKYBAHOTO JiKapchkoro 3acoby. TIporoxonu
BUPOGHHUITEE, TAKyBatHs Ta IPOBEICHHES anami3iB Gyu TepeBipesi, BCTAHOBIIEHO BIATIOBIAHICTS
puMoram GMP Ta mixmwcaso BimnoBinansHEME 0cobaMy BEPOOHHUKA.

Issued by / Bumano
Qualified Person / YnosHoBaKeHa ocoba:

Lucia Oliverieri/ JIyqis Of iBep';;:i/’“%

[
Date / {ata: 18.10.2023




JEPHKABHA CIIVKBA 3 JIIKA?CLK?;X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA Y KUIBCBKIN OBJACTI
mipos, Caitmanol Hagii, 3, . Kuis, 02099, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.goviua, Kon €APTIOY 37078774

BHCHOBOK
po AKICTH BBE3eHOI0 B YKPAIHY JHKAPCEKOT0 3ac00y
09.07.2024 Ne 33264/24/10
TIOHEKC

{TafiMEHYBAHI MKaprLROTo 3ac06y sriguo 3 peccTpariitamm HoCHIHeHmAN)
pOIUHH Ass i eruii, 2 Mi/MiL no 2 vir 8 aMuyid; 0o 6 aMuyi B KeaTYpHIE yapyaxosiit
VHAKOBI; 10 1 kowrypuii yapyakopii yuakosui B navui
{hopua BUITyCcKy, 102YBRHHNS, BH/ IAKYBAHEA HIK&DCEKOTO 38c0OY)

Houep peccrpaniiiiore mocsiguermn UA/17110/01/01 crpok aif peecrpaniiinoro mocsinuenns 05.12.2024
‘Cepin sikapcexore sacoby No 0014584 KinexicTs BRe3eoro nikapeskoro sacoby 6528

Bupodimk _JTABOPATOPIO PAPMAIIEYTIKO C.T. C.PJL, Irazis

{maliMenyBainy BHPOOHUKA JTIKAPCHKOrD 38000y, Kpaiia [IOxXoHKCHI }

Breseno s Vipainy Crinbie yRpacsKo-eCTONCHKE NiAnpHeMerso y gopmi
TOBAPHCTBA 3 6OMeKeHOW BiAnosinansgicTe " Ontima-Ddapn,
JITA", inewr. ko 21642228

{naliMeNyBanug T8 KO/1-38 GEL'PHOY io;m NHUHOT {330614 aGG ripizﬁmne iM's, T éa;hxom
Siziro! ocobi - rianprele, 1 Michie npokHBanNd 'ra peccThaniiuull nosep o6nixosoi
KApTHI TINATHHKS ToRarxip 400 cepin TA HOMED NacnopTs)

Iporoxon sizyansroro xonrpomo sin 04.07.2024 N 1907/19.

34 PeYALTATAMH ACHRABIIOTO KONTPONIO BCTANORNEHO, WO HKAPCHHR. 54l BBEIGHO B YipalHy 7

JOFTDUMAHHIM sunMor 3ar0ECHIECTR 050 A0S ietori TR00T] NIKAPCLRITK 38cobiy.
: . ip .
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTHOIKAT SKOCTI CEPH JIIKAPCHLKOI'O 3ACOBY

Name of product / Hassa nponyxry
(strength, dosage form, package size
and type / nosysamss, nikapceka
thopma, poaMip 1 THII YITAKOBKY)

THIONEX, solution for injection, 2 mg/ml, 2 ml in ampoule;
6 ampoules in a contour cellular packaging; 1 contour cellular
packaging in a pack with the Ukrainian labelling/
TIOHEKC, pozgws ma i’ exuii, 2 Mr/vi, 0o 2 M B aMITy i,
no 6 aMIynd B KOHTYPHIM dapysKoBi¥ ymaxosui; mo 1
KOHTYpHIH wWapyHKOBiH ymaxoBui B madni 3 MapKyBaHHAM
YKPalHCEKOK MOBOIO

Active substance / nixova pegosuHa

Thiocolchicoside 4,0 mg / Tioxonxixosug 4,0 mr

Manufacturing country / xpaima- | Italy / Itania

BHPOOHUK

MA number / Homep PIT UA/17110/01/01

Batch number and size / Homep cepii | 0014584

Ta PO3Mip 8 289 packs / 8 289 ymaxorox
Date of manufacture / [ara | 09.2023

BHPOGHHUITBA

Expiry date / Tepmin npumaTHoCT 09.2026

Name, address and authorization
number of manufacturing site / Hasga,
afipeca Ta HoMep JineH3ii BupoGHuIol
IimerAni

LABORATORIO FARMACEUTICO C.T. S.R.L., ITALY/
JJABOPATOPIO ®APMAIIEYTIKO C.T. C.P.JL, Iramis /
(VIA DANTE ALIGHIERI, 71 - 18038 SANREMO (IM),
ITALY)/ BIA JAHTE AJIIMEPI, 71 - 18038 Canpemo
(Imnepis), Iranis

Manufacturing Authorization No. aM93/2022/
Jlinensis Ba supobrruTRO NoO. aM93/2022

Appearance / Onnc

Clear slightly yellowish solution is
examined visually / Ilposopmii, 3merka
JKOBTYBaTHii PO3UHH OrJIANAETHCS

‘Bi3yasEHO

Complies /
Bizgmosigae

Clarity / Ilpo3opicTs

The solution should be clear in comparison
with purified water / Pozgmn mae Oytm
[pO30pHM Yy IOPIBHSHHI 3  BOIOKO
OYHIIEHOIO

Complies /
Binmosinae

Degree of colouration /
Crynins 3a6apsienns

The solution should be light yellow. The

colour intensity does not exceed that of the

GY1 reference solution/ Po3gun mae Oytu
CBITIIO JKOBTHH. InTercurHICTE
3a0apBleHH He ICPeBHUINye 3a0apBieHHs
eTayouHoro posunny GY1.

Complies /
Bigmosinae

Ly ot b Mﬂ;g//
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Identification | InerTadikanis | Two peaks as obtained from the test and | Positive /
a) HPLC /BEPX standard solution should demonstrate the | [losutusra
same retention time (respective difference
should not exceed = 0.1 min.) / Jipa mixwu,
oTpuMaHi 3  BuUIpoOOBYBaHOIO  Ta
CTaHAapTHOIO PO3UHHY NOBHUHHI
LEMOHCTPYBaTK TOH camull 9ac yTpHMaHHA
(BimmoBimHa  pi3EMIS HE  IOBMHHA
nepeBuryBaty £ 0,1 XBUI).
b) The standard solution and the test solution -
Identification/InenTudikanis | demonstrate maximum absorption at 258 Positive /
(UV/Y D) nm and 287 nm, with a broad range at | [lo3uTHEHA
approximately 315nm / CraznapTaui
pozuuH Ta BHOpOOOBYBaHMH  DO3UMH
NEMOHCTPYIOTE MAKCUMYM IIOITIMHAHHS
Tipu 258 M T2 287 BM, 3 MIMPOKUM
ImieyeM YIpH JOBKAHE] npubnusno 315 aM
pH From 5.8 t0 7.8 / Bin 5.8 80 7.8 6,3
Extractable volume / 06’ em, Not less than 2.0 ml/ampoule / 2,08
00 BETSIacThCH He merme 2.0 Mn/amryii
Assay (HPLC) / Kinbkicue 95.0— 105.0 of the label claim 102,5
pmsraqenns (BEPX) (3.8-4.2 ml/ampoule)® /
95.0 — 105.0 % Bix 329B71€HOTO HA ETHKETIIL
(3,8-4,2 Mn/avmrymi)@
Uniformity of dosage units / Should correspond to the requirements of | Complies /
OpnaopigsicTs f03yBaHEA the European Pharmacopoeia / Bignosinae
‘Mae Binnosinatu samoram €p.Dapu.
Related substances / CymyTni
EoMinnka
- Impurity D (Colchicoside) / Not more than 0.5 % / He 6insnte 0.5 % 0,0
Jominmka D / Komxixosun
- Impurity E (V- deacetyl-N-
formylthiocolchicoside) / Not more than 0.3 % / He Gimsime 0.3 % 0,1
Tomimxa E (N-neanerun-N-
bopminTiokomxiKo3nm)
- Impurity H (10- Not more than 0.3 % / He 6imsmme 0.3 §
demethoxycolchicoside) /
Homimxa H (10-
JEMETOKCHKOIXIKO3H)
Unspecified Impurities / Not more 0.2 % / He 6insnre 0.2

Heipenrudixopasi goMinixy
Total impurities / Cyma goMimox

Sterility / CrepuasgicTs

The solution should be sterile /

Pozuns nOBHEEH GYTH CTEPUITBHAM

Pomplies /
Biznosizae

Bacterial endotoxins /
BaxkrepiaabBi eBXOTOKCHHH

Not more than 43.74 EU/ml /
He 6impme 43.74 OE/Mn

Complies /
Binnosinae




Particulate contamination: Notmore than 6000 particles>10 pm in size | 54

Subvisible particles / per ampoule. / He 6impme 6000 zactox
MexaHivgi BRIOICHHS: posmipom 210 MKM Ha aMILyILy.
HeBHAHMI JaCTKH Not more than 600 particles >25 pm in size | 1

per ampoule / He 6impme 600 gactox
po3Mipom >25 MKM Ha aMITyITy.

Particulate contamination: The solution is free from visible particles / | Complies /
Visible particles / Mexaniani | Po3uuH He MICTUTh BAIUMHUX JaCTOK Binmnosinae
BRUTIOYeHES: BuauMi 9aCTKH

The batch meets the requirements of QCM for MA No. UA/17110/01/01 / Cepis sinnosizae
pumoram MKST x PIT Ne UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children. /
36epiraTy B opurinaTeHiit ynaxosui npu Temmeparypi He sume 25 °C. 36epiratd y HEZOCTYIIHOMY
IS piTedt mici.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were signed
by the responsible persons of the above-mentioned manufacturer. / M A OiZTBEPIDKYIO, O
Haserena Bume indopmaris € FocTOBIpHOKO Ta TouHOW0. Lls cepin mpopyKuii 6yia BUrOTOBIICH],
BIIIOYAI0NY [AKYBAHHS, MAPKyBaHHS Ta NPOBENCHHA KOHTpomo ii sxocri Ha 3a3HAuYeHi#
BRpoGHMTiH Alndani y moBHIM BimmoBiZHOCTI 3 BEMOraMH GMP, BCTAHOBINEHHME MiCIIEBHM
PEryIITOPHEM OpTaHoM, a TAKOXK BiANOBiAHO 1o crermikanii, o MieTATsCA B peecTpanifnomy
[OCBE, 3aTBEPIUKEHOMY B YKpaini I HOCHIPKYBAHOTO JIKapChKOro 3acoby. Ilporoxonu
BHPOGHUITEA, IAKYBAHHS Ta IPOBSNCHHS aHATi3{B Oyiu MepeBipeni, BCTAHORIEHO BIITOBINHICTE
prMoram GMP Ta nixnucano signosinansHuME ocobamu BUPOOHHEKA.

Issued by / Brnano
Qualified Person / YnoBHOBaXKEHA 0008,
Lucia Oliverieri/ JIyai

Date / Tata: 18.10.2023
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HEPKABHA CJIYAKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KUiBCBhKII OBJIACTI

nipoB. Caitasasoi Haaii, 3, M.KiiB, 02099, Tealdarc: (044) 3 63-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK )
'ﬁp'o AKICTEL BBE3EHOTO B Ykpa'illy ni:‘ca‘pcmom 3a¢00y
17.09.2024 Na 45833/24/10
TIOHEKC .

(nniisMenysatiig Aikapcsroro 3acoly srinio.3 peecTpaniiianm noceintennsM)
PO3YHIL A5t 1€KDY, 2 MU/pLE; 10 2 MA B aMIUy.Ti; Mo 6 amnys B KOMTYpHilH yapynkosiit
yraxosii; no 1 KOHTYPHIH YapyHKoBiii yiIaKoBui B mauni
(Limpma BINIYCRY, JOIYEAHAA, B naxyaamw nixapcm{oro GHCDG}’]

Homep peecrpauiituoro nocainuenna UA/17110/01/01 crpoxk aii peecrpaniiinaro noceizuenan 05:12.2024
'Cepia sikapcaroro 2acoby Ne 0014739 KisibkicTh BBE3CHOTIO AiKapehkoro sacoby 1636

“Bupobaik JIABOPATOPIO ®APMAIIEYTIKO C.T. C.P.J1., Itanis

{HajineHyRAHA RUPODHItHA NIKIPCHLKOTO 3¢y, KPUiHA HOXOAKEHHN)

BaescHo B Yxpainy CninsHe ykpaiHCBRO-eCTOHCLKE HiANPHEMETBO Y dopaii
TOBAapHCTBA 3 00MeReHow BinnosizansricTio "OnTivMa-Papm,
CJITAY. inent., kox: 21642228

(vajiMenyeans ta Koa 3a EAPIIOVY opianykef ocobi aGo npiasne, iv'y, no Ea'rhmm
ipiassurol acobi - nigpneyun, I micue TPoRUBAHEA Ta peécTpauiitunii omep odurikosol
KAPTEE NNATHHES NoAaTkiB abo eepin Ta HOMED NACHOPTH)

Hporokosi sizyansuoero konrpoao sin 12.09.2024 N 2717/23.

3a pesyARTATAMHE CPAABHOIQ KOHTPOMG  BETAHOBAGHD, (WO NIiKapoeknil 3a¢i0 weeseno. '8 Vipainy 3
AOTPHMAHHAM RHMOT 31KOHOIABCTRA IMOAC 3aDC3MCHEHHS IKOCTI BKapCHKRAX 3ac00iB.

//g ‘Biktop CTEGKIBCEKUHA

A Z : SR : I
4 [rianncy {iniuiasin Ta Dpianiie)
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUGIKAT SIKOCTI CEPII JIIKAPCBKOT'O 3ACOBY

1+

Name of product / Hazpa HPORYKTY
(strength, dosage form, package size
and type / mosyBamH#, JIKapChKa
hopma, po3Mip i THI YIIAKOBKH)

THIONEX, solution for injection, 2 mg/ml, 2 ml in ampoule;
6 ampoules in a contour cellular packaging; 1 contour cellular
packaging in a pack with the Ukrainian labelling/
TIOHEKC, posuus A frr exrrid, 2 Mr/MIL, IO 2 MILB AMITY IS
mo 6 ammyn B KOHTYpPHIH qapyHKOBI} yHakosill; MO 1
KOHTYpPHI# YapyHKOBiH yIaKoBIi B Iadi 3 MapKyBamHAM
YKpaTHCEKOIO MOBOIO

Active substance / niroua peuoBMHA

Thiocolchicoside 4,0 mg / Tioxonxixozuz 4,0 Mr

Manufacturing couniry / xpaima- | ltaly / Ivamig

BUPOOHUK

MA number / Homep PIT UA/17110/01/01

Batch number and size / Homep cepii | 0014759

Ta po3Mip 8§ 164 packs / ynakoBoK
Date of manufacture / Jlara | 10.2023

BHpOOHBUTBA

Expiry date / Tepmis npuiaTHOCTI 10.2026

Name, address and authorization
number of manufacturing site / Hassa,
ajipeca Ta HoMep Jlitensil BUpoSHIYOl
skjiS:estent

LABORATORIO FARMACEUTICO C.T. S.R.L., ITALY/
JIABOPATOPIO ®APMALIEYTIKO C.T. C.P.JL, Irasis /
(VIA DANTE ALIGHIERL 71 - 18038 SANREMO (IM),
ITALY)/ BIA IAHTE AJIT'EPL, 71 - 18038 Canpemo
(Imrepis), Iramig

Manufacturing Authorization No. aM93/2022/
Tlinemsist Ha supoGrmrso No. aM93/2022

Appearance / Onuc Clear slightly vellowish solution is | Complies/
examined visually / IIposopu#, 37erka Biamnosijac
HKOBTYBATHH PO3UKH OTTISRAETECS
BizyansHo

Clarity / HposopicTs

The solution should be clear in comparison
with purified water / Posuun Mae Oyru
nposopuM Yy  HOpiBHsHEI 3 BOJOIO
OUMIIEHOIO

Complies /
Binnosinac

The solution should be light yellow. The
colour intensity does not exceed that of the
GY1 reference solution/ Posuynn mae OyTH
CBITHo KOBTHH. Int SHCHBHICTE
3afapBIeHIsT He ICPEBHITYE 3a0apBenHs
eraonroro pozuuyy GY1.

Complies /
Bimnosixae

o om Noodn by 0009 A4




Identification | Inentudikamis
2) HPLC / BEPX

b)
Identification/Inenrudiranis
(UVIY®)

Positive /
[TosuTusHA

Two peaks as obtained from the test and
standard solution should demonstrate the
same retention time (respective difference
should not exceed = 0.1 min.) / Isa mix,
orpumami 3  sunpobosysaoro - Ta
CTAHIAPTHOTO POZUMHY TTOBHHHI
[EMOECTPYBATH TOit camMuil 4ac yTpHMaHHS
(BimnopinHa pisHuus ~ He  IOBMHHA
nepesnutysary £ 0,1 xBu).

The standard solution and the test solution

Positive /

demonstrate maximum absorption at 258
TlozuTHBHA

nm and 287 nm, with a broad range at
approximately 315 nm /  Cragpapriui
posuuE Ta BHIpOGOBYBaHMH  DOSTHH
JCMOHCTPYIOTH MRKCUMYM  TIOTTIHHAHNHA
npu 258 BM Ta 287 1M, 3 IMHPOKUM
rTedeM [Py TOBKHHI IpuIH3HO 315 8M

pH

From 5.8 t0 7.8/ Bix 5.8 0 7.8 6,0

Extractable volume / 06’ em,
50 BUTEracThLeH

Not less than 2.0 ml/ampoule / 2,00

He mesme 2.0 mi/amryii

Assay (HPLC) / Kinpkicne
suznauenust (BEPX)

05.0 — 105.0 of the label claim

(3.8-4.2 ml/ampoule)® /

95.0 - 105.0 % Bij 324BNEHOTO HA ETHUKETIL
(3,8-4,2 m/ammyni)®

104,1

Uniformity of dosage units /

Should correspond to the requirements of | Complies /

OmuopixmicTs O3y BAHHS the European Pharmacopoeia / Binxnosinae
Mae sinmosizaty sumoram €sp.DapM.

Related substances / CymyTai

AOWITHRN

- Impurity D (Colchicoside) / Not more than 0.5 % / He 6iisrue 0.5 % 0,0

Tomirka D/ Kornxikosuz

- Impurity E (V- deacetyl-N-

formylthiocolchicoside) / Not more than 0.3 % / He 6insime 0.3 % 0,0

Jlomimka E (N-nearernin-N-
dopminTiokomXiKo3uI)

- Impurity H (10- Not more than 0.3 % / He 6insme 0.3 %2500 +
. . Y o GDMI "",g.
demethoxycolchicoside) / . 1084
o o * INCX)
Jlomimxa H (10~ o/ |\& 3.
JEMETOKCHKOJIKIKO3HN) 1§ o wﬁﬁﬁ? ;é:.
Unspecified Impurities / Not more 0.2 % / He Girsme 0.2 % || 3{Q “;@@ s WM D 2
HeinenTudikosani ROMINIKE AN %4‘2,‘253-8 453 3
Total impurities / Cyma nomirmox | Not more than 2.0 % / He 6inpme 2. NS Oup &‘5}'
0 7 5 %g F/
N g 20 a
Sterility / CrepuusaicTs The solution should be sterile / Teamplies /
Po3zuus HOBHHEH OyTH CTEPHIBHAM Bimosinae
Bacterial endotoxins / Not more than 43.74 EU/ml/ Complies /
Baxrepialbii CHIOTORCHHE He 6insme 43.74 OE/ma Bignosizae




Particulate contamination: Not more than 6000 particles >10 pm insize | 34

Subvisible particles / per ampoule. / He Gimme 6000 wacrok
Mexauiugi BRIIOUCHHT: poamipom >10 MKM Ha aMILylTy.
HEeBHIHMI YACTKH Not more than 600 particles >25 um in size | 0

per ampoule / He 6Gimpme 600 wacTox
posmipoM =25 MKM Ha aMITyy.

Particulate contamination: The solution is free from visible particles / | Complies /
Visible particles / Mexaniuni | Po3uus He MICTHTE BUIAMHUX JaCTOK Bigmosiga¢
BRIIOYEHHA: Buaumi 4acTiy

The batch meets the requirements of QCM for MA No. UA/17110/01/01 / Cepis siunosizac
erMoram MKST x PITNe UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children. /
3GepiraTy B opurinaNBhiil yrakosui npu Temieparypi He puine 25 °C. 36epiratr ¥ HELOCTYTHOMY
Iuts iTel Micid,

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were signed
by the responsible persons of the above-mentioned manufacturer. / unm st nigrsepmxyro, mo
nasenesa puie iHbopManis ¢ TocToBIpHO Ta TouHo0. Ll cepis nponykui Oy/a BUTOTORIEHA,
BK/OYAIOUN [IAKYBAHHS, MapKyBaHHS Ta [POBEICHHS KOHTpomo il AKocTi Ha 3a3HadeHIt
BupobHmwil ninmHni y moeHil BimmosimHocti 3 pumoramu GMP, BeTaHOBNEHUMM Miciesnm
PeryJsTOPHUM OPrasoM, a TaKoxK BiITOBIAHO 70 cexmdikanii, 1o MiCTATLCA B PEECTPaLiHOMY
AOCBE, 3aTBEPIVKEHOMY B Vipaimi ams mocmimkysasoro Jikapeskoro sacofy. Ilporoxoi
BAPOGHHIITEA, IAKYBAHHS Ta IPOBEIEHHs aanisis Gy nepepipei, BCTAHOBJICHO BT OBIJHICTH
sumoram GMP Ta miznncaso BiIHOBLIATBHUME 0C00aMy BEPOOHHKE.

Issued by / Bunano
Qualified Person / YrosuoBaKeHa 0¢00a:
Lucia Oliverieri/ .leqisr OJIi.Bep‘epi

U
Date / Jlara: 1041.2023
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JEPKABHA CIIYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH VYV KHIiBCBKI OBJACTI

-mpos. Ceitnrunef Haxif, 3, MmKnuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Koa €IPIIOY 37078774

BUCHOBOK
TPO AKICTH BBE3CHOro B YRPAiHy MTiKaApCcsKoIo 3acody
17.09.2024 Ne 45832/24/10
TIOHEKC

(naiiMeHysauns Aikapcekoro 3acedy srinne 3 peccTpaliiinmm NocRimYenHRM}
po3unn Anx in'exuiif, 2 Mr/anT; Ao 2 MA B aMnydi; o 6 aMiya B KOHTYPRIl vapyHRrosiil
viaroBli; o 1 KoHTYpHiH YaApYHKOBIN YIAKoBHi B NaMI

((popsta BinIyeRy, NOTYHAREN, BILY OAKYEANLUA DIKOPCLKOTE 3acoby)
Howep peectpauiiizoro nocsigvesus UA/17110/01/01 crpok aif peccrpauitinore noceiavennz 05.12.2024
Cepia gixapcsroro 3acody Ne 0014758 KinbkxicTs BEC3CHOTO AiKapesroro 3acody 3264

Brpodanx JJABOPATOPIO PAPMAIEYTIKO C.1. C.P.JL, Itania

{HafiMeHyBAKHA BUPOOHIKR MKAPCHEOTD 3ac0ly, Kpaida NOXOLAEHHA)

Bresero B Yxpalxy CuisibHe YKpaiHCbKO-eCTOHCBRE MANPEEMCTRO Y hopmi
TORAPHCTBA 3 00Mekenoto pinnosigaasnicTio " OnriMa-Papm,
CJITAY, inent. koa: 21642228

{(majinesysanag ta xoa 30 CAPIIOY wpuaiugol ocodn abo npizsmne, iM'e, oo 6aTLrOBI
iisavHol 0coBl - DIATpHeALA, T Micle UpoASIBAHEA Ta peceTpaltifinni nosep obnixodol
KAPTRIL FIATHHKA GOAATKIB 400 cepis T HOMep Machopra)

‘Tipotore: pisyatsrere Konrpoaro six 12:09.2024 N 2717/22.

‘3a pedynsTATAMM NEPABBHOTC KOHTPOMO BCTAHOBNCHO, Nio jikapehknil 3acid Bre3cHo B, Vipatwy 3
AOTPHMAHH M. siMor 3aKCHOARBCTER L0 3adeaneyeia 2KOCT] AIKAPCLENX 3acG6iB.

A Bikrop CTEGKIBCHKMH

- r i .
g {mznucy {iniuianyn Te npizanaic)
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUPIKAT SIKOCTI CEPI TIKAPCHLKOT'O 3ACORY

Name of product / Hassa npoayxry
(strength, dosage form, package size
and type / mo3yBamHs, Iikapcbka
thopma, posmip i THI yraKOBKH)

THIONEX, solution for injection, 2 mg/ml, 2 ml in ampoule;
6 ampoules in a contour cellular packaging; 1 contour cellular
packaging in a pack with the Ukrainian labelling/
TIOHEKC, pozuns fst in’exiit, 2 Mr/mi, 1o 2 M1 B amMIy
o 6 aMmmyl B KOHTYPHIX 4apyHKkoBil ymakosid: rno 1
KOHTYPHIA 4apyHKoBilf ynakoBni B mawmi 3 mapKyBamHsM
YKPaiHCHKOIO MOBOO

Active substance / niroua peuopmua

Thiocolchicoside 4,0 mg / Tiokomxixosuz 4,0 Mr

Manufacturing country / xpaina-
BUPOOHHUK

Italy / Tranis

MA number / Homep PIT UA/17110/01/01

Batch number and size / Homep cepii | 0014758

Ta po3Mip 8 181 packs / ynaxosox
Date  of manufacture / Jara | 10.2023

BUPOOHUIITRA

Expiry date / Tepmin npumaraocT 10.2026

Name, address and authorization
number of manufacturing site / Hasga,
anpeca Ta HoMep ineHsil BupoSanHo]
AIbHUNI

LABORATORIO FARMACEUTICO C.T. SR.L. ITALY /
JIABOPATOPIO PAPMAIIEYTIKO C.T. C.P.JL., Tramis /
(VIA DANTE ALIGHIER], 71 - 18038 SANREMO (IM),
ITALY)/ BIA TAHTE AJIIT'EPL, 71 - 18038 Canpemo
(Immepisr), Itanis

Manufacturing Authorization No. aM93/2022/
Jlinensig na BupoSuunTo No, aM93/2022

Appearance / Omuc

Clear slightly yellowish solution is Complies /
examined visually / Tposopmii, snerka | Bimmopinac
KOBTYBATHH PO3YHH Ol HAETHCA
BIZYaIIBHO

Clarity / Hposeopicrs

The solution should be clear in comparison Complies /
with purified water / Posunn mae Gyrm | Binopinae
OPO30PHM Yy  HOPIBHSHHI 3 BOXOK
OUMINEHOIO

The solution should be light yellow. The Complies /
colour intensity does not exceed that of the | Binosizae
GY1 reference solution/ Posunn Mae GyTr
CBITIIO KOBTHIL, InrencusmicTs
3a0apBieHHs He MEpeBHILYE 3a0apBieHHs
ETANOHHOIO posuuny GY1.

' COAR Qt@g 06 oy /C(’)



Identification | Inenrudixania
2) HPLC / BEPX

b)
Identifieation/InenTadiranis
UV/V®)

Two peaks as obtained from the test and
standard solution should demonstrate the
same retention time (respective difference
should not exceed + 0.1 min.) / Jlsa mixn,
oTpuMani 3 BUIpoGOBYBAaHOTO  Ta
CTaHIAPTHOIO pO3UUHY FOBUHHI
AEMOHCTPYBATH TOH CamMuii yac yrpuMaHus
(BiNmOBiNHA  pisHMIS  He  noOBWHHA
nepepumysary + 0,1 xswr).

The standard solution and the test solution
demonstrate maximum absorption at 258
nm and 287 nm, with a broad range at
approximately 315nm / Cragpmaprani
posIuH T2 BuUnpoboBYBaHHE  DPO3UHH
HEMOHCTPYIOTE  MAaxCHMyM  HOTJIHHAHHS
npu 258 uM 1a 287 1M, 3 UIMPOKUM
1eyeM I1py goBskrud npubmsao 315 uM

Positive /
Hosutusua

Positive /
ITosurusHa

pH

From 5.810 7.8 /Bin 5.8 m0 7.8

6,0

Extractable volume / 06’em,
L0 BUTHATACTHOS

Not less than 2.0 ml/ampoule /
He memuze 2.0 mu/ammysni

2,00

Assay (HPLC) / Kinsxicne
susHavenns (BEPX)

95.0 — 105.0 of the label claim

(3.8-4.2 ml/ampoule)® /

95.0—105.0 % Bix sasBrEHOrO Ha ETUKETI
(3,8-4,2 mi/ammymi)®

Uniformity of dosage units /

Should correspond to the requirements of

Complies /

Onpnopinzicrs xozysanua the European Pharmacopoeia / Binnmosinae
Mae sinmosinatu sumoram €ap.Gapm.

Related substances / Cynyrai

KoMirgn

- Impurity D (Colchicoside) / Not more than 0.5 % / He 6insure 0.5 % 0,0

Hominka D / Komxixoswn

- Impurity E (V- deacetyl-N-

formylthiocolchicoside) / Notmore than 0.3 % / He 6isime 0.3 % 0,0

Howmimka E (N-peanerun-N-
(opminTiokonxixozum)

- Impurity H (10-
demethoxycolchicoside) /
Howmirka H (10-
TEMETOKCHKOAXIKO3U )
Unspecified Impurities /
Heinenrudikopani nomirku
Total impurities / Cyma gomimiox

By

Sterility / Crepripnicrs

The solution should be sterile /
Poszuun noepunen 6yt CTEPHIBHAM

Complies /
Binnmosinae

Bacterial endotoxins /
Baxreplanpui engoroxenan

Not more than 43.74 EU/ml/
He 6impire 43.74 OF/vu

Complies /
Binnosinae




Particulate contamination: Not more than 6000 particles >10 um in size | 21

Subvisible particles / per ampoule. / He 6Gimpmre 6000 wactox
Mexaninai BraoverHs: posmipom >10 MxM Ha aMmyTry.
HeBUANMI YacTRE Not more than 600 particles >25 um in size | 0

per ampoule / He Gimpme 600 uacrox
pO3MipoM 225 MKM Ha aMITyTy.

Particulate contamination: The solution is free from visible particles / Complies /
Visible particles / Mexauniumi Posyun He MICTHTE BHIHMHUX YaCTOK Binnosizae
BrIroyeH s Bagumi wacrkn

The batch meets the requirements of QCM for MA No. UA/17110/01/01 / Cepist Bignosinac
Bumoram MICT x PIT Ne UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children, /
36epiratu B oparinatsHil yrakosm TIpA TeMIiepatypi e pue 25 °C. 36epiratn y HEHOCTYITHOMY
I1s giTed micii.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were si gned
by the responsible persons of the above-mentioned manufacturer. / Lum 2 miarsepmoxyio, mo
HaBelcHa Buile iHGOPMAIis € JOCTOBIPHOIO Ta TOYHOIO, Lz cepis mpomyxruil 6yma Buroronsena,
BKIOWAIOYH [IaKYBaHHA, MApKyBaHHS Ta NPOBEIEHHS KOHTPONIO 1 AKOCTI Ha 3a3HaveHil
BUPOOHUYIIE AiNgHI y moBHIY BiANOBIMHOCTI 3 BHMOTraMM GMP, BCTaHOBIEHHMH MicHeRHM
PETYTATOPHUM OPraHoM, a TakoX BiAIOBIIHO 1O crienudikanii, mo MicTIThCs B peecTparifzomy
AOCkE, saTBepKeHoMy B Yxpaimi mwim HOCTUDKYBAHOTO JHKAPCEKOTO 3acody. [Iporoxony
BUPOOHHLTEA, TAKYBAHHSA Ta IIPOBEICHHS aHAII3IE Oyim mepesipeni, Beranosnero sinmori gaicTs
samoram GMP Ta mixmucano Binosinamsummy ocoSan BUpobHUKA.

Issued by / Bugaso
Qualified Person / Yiosnosaxens ocoda:
Lucia Oliverieri/ Jyuis Ox ep'epi

e
Date / Jlara: 10.112023
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HNEPHKABHA CIHYKBA 3 HIKAI’CBKHXSACQEIB TA KOHTPOJIIO 3A
HAPKOTHKAMW Y _K{fﬁBCBKIH OBJIACTI
fipos. Catrmnuiiol Hani, 3, m.Kuis, 02099, ter/ake: (044) 363-06-50
E-mail: dls.ke@dls.gov.ua, Kog €IPHOVY 37078774

BHCHOBOK
Npo AKICTEHE BBE3CHOI'0 B YKpaiHy JIIKaApCBEKOro 3ac0o6y
09.07.2024 Ne.33271/24/10
TIOHEKC:

{HAlMeRyBalHa BikapCLROTe 3ac00y 3riIEO 3 PECOTPALiANM HOCK] AIeHHIM )
Po3uHH JUIs I exuii, 2 Mr/MiI; 5o 2 MUTE aMIYJl; o 6 aMIYyA B KORTYpHIH yapyHkoBil
ynaxopii; 7o 1 xowTypuill yapyaKoBi# ynakesii 8 nauni

(fropra BUNYCRY, SO3YBRHES, BT HAKYBAHHS JIKAPCHKOTD 3a0006Y]
Homep peecipaniitnoro nocsimsenas UA/17110/01/01 crpox nit peccrpaniitsoro mocsiggenss 05.12.2024
Cepin sixapcsroro sacoby Ne 0014591 KinbRICTs BHETEHOTO MKAPLEKOID 34006y, 6528

Bupo6ami JIABOPATOPIO PAPMANEYTIKO C.T. CP.JL, Tranis

{naiiMenyBauH BUPUGHHKE HKaDCLKOre. 38000y, KpalHa [IOXCHMEeH )

Bresero » Vipainy CrifipHe yKpalncsKo-eCToHCHLKE RiAnpuemeTso y Popmi
TOBApHCTBA 3 06MeKeHo10 Binnopinasaicrw "Ouriva-Dapsi,
JIEA", jaeny. wop: 21642228

{naltmenysauisg Ta KO 38 €,{§PHOY mpn;mlmm ecoﬁu abo BleBiflI.U;ﬁ ', o ﬁaﬂ,]{om
Hispyite! ccobu - riamprems, i Micie TpoxKMBgiRE T2 pecorpauituudi novep thaixosol
KAPTHH [DIATHEKE TTOATKIB 400 caplsl T4 HOMED NACIIOpTAY

Hporoxon sizvansuore xonrpowno sin 04.07.2024 N 1907/26.

34 pesyARTATAME  REPKABHCIO  KOHTPONIO. BCOTAHOBICHO, IO NMikapcexmi  3acil BBesemo B YipalHy 3

OOTDHMAaHHIM savor 38K0H00aBCTRA OO 3a0eagaesis sKoCTl NiKAPCERIX 3acobis.
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Bikrop CTEGKIBCHKUH
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BATCH QUALITY CERTIFICATE FOR MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPI IIKAPCBKOI'O 3ACOBY

Name of product / Hassa npoxyxry | THIONEX, solution for injection, 2 mg/ml, 2 ml in ampoule;
(strength, dosage form, package size | 6 ampoules in a contour cellular packaging; 1 contour cellular
and type / nosyeamms, mixapcska | packaging in a pack with the Ukrainian labelling/

dopma, po3mip 1 THN YIIaKOBKH) TIOHEKC, posaus [t 18’ euilt, 2 MI/Mi, TT0 2 MI B aMITyJ;
mo 6 ammyn B KOHTYpHiMl wapyHKoBi# ymaxosui; mo 1
KOHTYpHi}# YapyHKOBI#f yIakoBIi B maqul 3 MapKyBaHHIM
YKPaIHCHKOI0 MOBOK)

Active substance / gitoya pegosuaa | Thiocolchicoside 4,0 mg / Tioxomxixosnx 4,0 Mr

Manufacturing country / xpaina- | Italy / Itamis

BHPOGHUK

MA number / Homep PIT UA/17110/01/01

Batch number and size / Homep cepii | 0014591

Ta PO3MIp 7 916 packs / 7 916 ymakoBox
Date of manufacture / [ara | 09.2023

BEpoOHUNTRA

Expiry date / Tepmis nipuaaTHOCTI 09.2026

Name, address and authorization LABORATORIO FARMACEUTICO C.T. S.R.L,ITALY/
number of manufacturing site / Hassa, | JABOPATOPIO OAPMAIIEYTIKO C.T. C.P.JL, Iramis /
azpeca Ta HoMep ninersii Bupotrmaof | (VIA DANTE ALIGHIERI, 71 - 18038 SANREMO (IM),
imEHAIL ITALY)/ BIA JAHTE AJIITEPL, 71 - 18038 Canpemo
(Immepist), Itanis

Manufacturing Authorization No. aM93/2022/
Jlinensis za BupobHunTEo No. aM93/2022

Appearance / Omne Clear slightly vyellowish solution is Complies /
examined visually / Tlposopmif, 3merxa | Binmopimae
JKOBTYBATHH po3aMH OTJIIAETRCH
BI3VAIBHO

Clarity / YIposopicrb The solution should be clear in comparison | Complies /

with purified water / Posumm mae Gyrw | Bimmosinzae
mposophM Y TOpPIBHSHHI 3 BONOIO

OURIISHOO
Degree of colouration / The solution should be light yellow. The | Complies /
Crynim) 320apRICHEA colour intensity does not exceed that of the | Bizmosigae
GY1 reference solution/ Pozaur Mae 6ytu
CBITIIO KOBTHIH, IHTeHCHBHICTE

3afapBIeHHs He IepeBuIye 3a0apBleHAs
etanorsoro pozunHy GY1.

// it /%j[’z
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Identification | Izenrudixania
a) HPLC/BEPX

b)
Identification/IneuTndixanis
(UV/Y®)

Two peaks as obtained from the test and
standard sclution should demonstrate the
same retention time (respective difference
should not exceed £ 0.1 min.) / [Iza mixy,
orpuMani 3  BUNpoOOBYBAHOTO  Ta
CTaHIAPTHOIO POBUUHY noBUHHL
JIEMOHCTPYBATH TOH camuil 3ac YIpHMaHH
(pigmopigsa  pisHWNS  He  IIOBHHHA
nepepuuyBaTy = 0,1 XBHI).

The standard solution and the test solution
demonstrate maximum absorption at 258
nm and 287 nm, with a broad range at
approximately 315nm / Craspapraui
pos3uuH Ta BHIpoGOBYBaHMH pOIIMH
JIEMOHCTPYIOTH MaKCHMYM NOTIHHAHHA
npu 258 BM Ta 287 HM, 3 TIMPOKHM
miedeM Dpy QoBxKuE] npubnusao 315 am

Positive /
TTosuTHRHA

Positive /
Tlo3nTuRRA

pH

From 5.8 t0 7.8/ Big 5.8 1o 7.8

7,2

Extractable volume / 067 em,
X0 BHTATAE€THCH

Not less than 2.0 ml/ampoule /
He mepmre 2.0 mn/avmyni

2,08

Assay (HPLC) / Kinbkicre
puspagenus (BEPX)

95.0 — 105.0 of the label claim

(3.8-4.2 ml/ampoule)® /

95.0 — 105.0 % Big 3asBIEHOrO Ha STHKETI
(3,8-4,2 M/ammyni)®

101,9

Uniformity of desage units /

Should correspond to the requirements of

Complies /

OpsopinHicTh A03YBAHHS the European Pharmacopoeia / Bignosinae
Mae Bignoeigatu suMoraMm €ep.Papm.

Related substances / CymyTai

HOMIIIKH

- Impurity D (Colchicoside) / Not more than 0.5 % / He 6insme 0.5 % 0,0

Hominxa D / Komnxixosuz,

- Impurity E (V- deacetyl-N-

formylthiocolchicoside) / Not more than 0.3 % / He 6insure 0.3 % 0,1

Tomimxka E (N-geanetan-N-

dopminTioKoIXiX03H )

- Impurity H (10- Not more than 0.3 % / He 6insme 0.3 % 0,1

demethoxycolchicoside) /

Homimxa H (10-

JIEMETOKCHKOIIXIKO3U )

Unspecified Impurities / Not more 0.2 % / He Gimpmre 0.2 % 0,0

Heinenrudixosani JOMIMIKK

Total impurities / Cyma nomimox | Not more than 2.0 % / He Ginpme 2.0% 0,2

Sterility / CrepuiabHicTs The solution should be sterile / Complies /

Pozyun nopuHEH GYTH CTEPHABHIM

Bacterial endotoxins /
BakrepianbHi eEAOTOKCHHE

Not more than 43.74 EU/ml/
He 6impime 43.74 OF/mn

| Binmosinae




Particulate contamination:
Subvisible particles /
Mexanigsi BRIWOYSHBA:
HeBHEAHMI YacTRU

Not more than 6000 particles >10 pm in size | 62

per ampoule. / He Gimpme 6000 =acrox

posmipom >10 MKM Ha aMIyIy.

Not more than 600 particles >25 pm in size | 1
per ampoule / He Gimpme 600 sacrox

pO3MIPOM >25 MKM Ha aMIyJy.

Particulate contamination:
Visible particles / Mexaniqsi
prarovenns: Bapumi qacTuy

The solution is free from visible particles / | Complies /

Posupi HE MICTHTH BHANMIX JaCTOK

Bignosinae

The batch meets the requirements of QCM for MA No. UA/17 110/01/01 / Cepis sinnosizae
sumoram MK x PIT Ne UA/17110/01/01.

Store in original packaging at a temperature below 25 °C. Keep out of the reach of children. /
36epiraTyl B OPUTIEANEHIN YIIAKOBII IIPY TEMIIEPATYPi HE BUILE 25 °C. 36epiraTd y HEIOCTYIHOMY
Jst AiTel Micti.

Conclusion: T hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packing/labelling and quality control at the above-
mentioned site in full compliance with the GMP requirements assigned by the local regulatory
authority and also with specifications of the registration dossier approved in Ukraine for
investigational medicinal product. The manufacturing records, as well as packaging and analysis
records, were reviewed and found to be in compliance with GMP requirements and were signed
by the responsible persons of the above-mentioned manufacturer. / LyM s MATBEPIKYIO, MO
HABeNeHa BAME 1HQOPMATIA € HOCTOBIPHOK Ta TOYHO. Lx cepist npomykuii Oyna BUroTOBICHA,
BKIIOYA0YY [aKyBaHHS, MapKyBaHHsi Ta NPOBEACHHS KOHTPOIIO fi axocti Ha 3a3HaveHif
BupobHyTill HingHI Y MOBHIK simmosimaocti 3 BuMoramu GMP, BCTAHOBIEHMMI MICIEBHM
PETYIITOPHAM OPraHoM, a TAKOK BifIIIOBITHO 10 cremudikamnif, mo MiCTATECS B peectpaniizomy
JOCBE, 3aTBEpIKEHOMY B YKpalmi yf IOCHIZPKYBAHOTO gikapcpxoro 3acoby. IIpoToxom:
BUPOOHMIITRA, TAKYBAHH] Ta IPOBENCHHEA ananizis Gy/nu mepeBipeHi, BCTAHOBIEHO BiNNOBIAHICTS
suvorav GMP Ta mimmucano BignosixansHEME ocobamMu BEPOCHMKA.

Issued by / Bugaso
Qualified Person / YropHOBaKEHA ocoba:

Lucia Oliverieri/ JIywig Oniep'epi
?2(/
Date / Jata: 18.10.2023
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